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DETAILED ACTION 

Priority 

1 . Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Europe on July 1 1 , 2002. It is noted, however, that applicant has not 
filed a certified copy of the 02077799.1 European application, now European Patent 
1380319, as required by 35 U.S.C. 119(b). 

Specification 

2. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. The following title is 
suggested: "A Urethral Probe Device for Effecting Radiation Treatment", or some 
variation thereof. 

3. Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

4. The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. The abstract of the 
disclosure is objected to because the entire first paragraph is. language taken from claim 
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1. Also, extensive mechanical and design details of an apparatus should not be given. 
Correction is required. See MPEP § 608.01(b) 

5. The abstract of the disclosure is objected to because it exceeds the 1 50-word 
limit and uses legal phraseology. Correction is required. See MPEP § 608.01(b). 

6. The following usual headings should be utilized in the specification: "Background 
of the Invention", "Summary of the Invention", and "Brief Description of the Invention". 

Drawings 

7. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 4a and 6 in figure 1 , and 1 1c in figure 2. Also, the drawings fail to comply 
with 27 CFR 1.84(p)(4) because reference character "12" has been used to designate 
both a urethral probe (fig.2, 3) and an undisclosed attachment (fig. 1). Reference 
character "12a" has been used to designate both the proximal end portion of the 
urethral probe (fig. 2, 3) and an undisclosed attachment (fig. 1). Reference character 
"12b" has been used to designate both the longitudinal bore in the urethral probe (fig. 2, 
3) and an undisclosed attachment (fig. 1). Furthermore, reference characters are used 
to designate different structures in different figures (fig. 1 an 2). Corrected drawing 
sheets in compliance with 37 CFR 1.121(d), or amendment to the specification to add 
the reference character(s) in the description in compliance with 37 CFR 1.121(b) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
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immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

8. Figure 1 should be designated by a legend such as -Prior Art- because only 
that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
'"Replacement Sheet" in the page header (as per 37 CFR 1 .84(c)) so as not to obstruct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Objections 

9. Claims 1 -3, 5,6, 1 3 and 1 8 are objected to because of the following informalities; 
a. Claim 1: 


In line 8 - adapted- should be inserted before "to". 


n. 


In line 20 -desired- should be inserted following "one". 


in. 


In line 22 -and- should be inserted following "movable". 


IV. 


In line 23 -adapted- should be inserted following "probe". 
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b. Claim 2: 

i. In line 2, "longitudinal and/or rotational" should read -at least one 
of a longitudinal and rotational-. 

c. Claim 3: 

i. In line 3, -adapted- should be inserted following "end". 

d. Claim 5: 

i. In line 3, "longitudinal and/or rotational" should read -at least one 
of a longitudinal and rotational-. 

e. Claim 6: 

i. In line 2, -a- should be inserted following "in". 

f. Claim 13: 

i. In line 2, "build" apparently should read -built-. 

g. Claim 18: 

i. In line 8, -adapted to be- should be inserted before "positioned". 


Appropriate correction is required. 


Application/Control Number: 10/615,844 
Art Unit: 3735 


Page 6 


Claim Rejections - 35 USC §112 

1 0. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1 1 . Claims 1-22 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

12. Claim 1 uses language in lines 16-17 which renders the claim indefinite. It is 
unclear from the limitation "said outlet opening" whether there is only one opening or if 
there can be more as indicated by the limitation "at least one" recited in lines 11-12. 
Furthermore, if there can be a plurality of openings, it is unclear which one is being 
referred to. 

1 3. Claim 4 discloses that the inner dimensions of said longitudinal urethral probe 
bore are equal or slightly larger than the outer dimensions of said catheter probe. As 
recited by claim 1, "said catheter probe is movable accommodated within a urethral 
probe." If the above stated dimensions are equal then this is not possible. 

14. Claim 1 1 recites the limitation "said elongated body of said urethral probe" in 
lines 1-2. There is insufficient antecedent basis for this limitation in the claim. 
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15. Claim 13 recites the limitation "said elongated body of said urethral probe" in 
lines 1-2. There is insufficient antecedent basis for this limitation in the claim. 

16. Regarding claim 16, the phrase "e.g." renders the claim indefinite because it is 
unclear whether the limitation(s) following the phrase are part of the claimed invention. 
See MPEP§ 2173.05(d). 

17. Claim 17 - In view of the rejection to claim 16 it is not clear whether the device 
actually includes a rubber material coating. 

18. Claim 18 - The claim language renders the claim indefinite. Repeated use of the 
phrase "and/or" renders the metes and bounds of the claim vague and indefinite. 

1 9. Claim 1 8 is rejected under 35 U.S.C. 1 1 2, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 18 depends from claim 1 which does not disclose a 
proximal needle, wire or at least one energy-emitting source. Furthermore, the limitation 
"by means said imaging means" is unclear. 

20. Claim 19 recites the limitation "the catheter probe drive means" in lines 1-2. 
There is insufficient antecedent basis for this limitation in the claim. 
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21 . Claim 20 recites the limitation "said at least one energy emitting source" in lines 
1-2. There is insufficient antecedent basis for this limitation in the claim. 

22. Claim 21 recites the limitation "said at least one energy emitting source" in lines 
1-2. There is insufficient antecedent basis for this limitation in the claim. 

23. Claim 22 recites the limitation "said at least one energy emitting source" in lines 
1-2. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

24. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

25. With regards to the "means for delivering. . . radiation energy" in claims 1,8,9,10, 
this limitation meets the three-prong test per MPEP 2181 and thereby invokes 35 USC 
112 6 th paragraph. 

26. Regarding claims 5 and 19, which recite a "catheter probe drive means for", claim 
6 which recites "a catheter tube drive means for" and claim 10 which recites a "wire 
drive means for"; the examiner does not consider these claims to invoke 35 USC 1 12 6 th 
paragraph. The "catheter probe drive means", "catheter tube drive means" and the "wire 
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drive means" are all phrases referring to elements and therefore the word "means" has 
been used to indicate an apparatus. 

27. Claims 1, 2, 3, 4, 6, 7, 11 and 12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edwards et al. (U.S. Patent No. 5536240) in view of Singh (U.S. 
Patent No. 6599237 B1). 

28. Claim 1 - Edwards at al. teaches a catheter probe (182), having an elongated 
body with a circumferential surface, a distal end (186) and a proximal end (182), said 
elongated body of said catheter probe (184) (figure 13) having a longitudinal bore 
extending from said distal end towards at least one outlet opening (216) (figure 6) 
present in said circumferential surface near said proximal end (column 7, lines 19 - 29); 
a catheter tube (54) (figure 4) having a distal end and a proximal sharp end (56)(figure 
5)(column 7, lines 29-30), which catheter tube is to be inserted with its proximal sharp 
end through said longitudinal bore of said elongated body, said outlet opening and 
through said urethral wall towards at least one desired location within the prostate to be 
treated (column 20, lines 39-52). Edwards et al. teaches a catheter probe as described 
above but does not teach the use of a urethral probe. 

29. Singh teaches a urethral probe (1 0) (figure 2, 2A) of sufficient size to 
accommodate other surgical instruments (column 2, lines 30-32). This sheath, as 
disclosed by Singh, "acts like an artificial protective lining for the body opening through 
which it is passed, e.g., the urethra" (Abstract). Furthermore, instruments including a 
catheter probe "can be inserted and removed by being passed into the body through the 
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lumen of the sheath" (Abstract) and are thus movable accommodated within the urethral 
probe. 

30. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use a urethral probe as taught by Singh with a catheter probe of 
Edwards et al. to allow quick and more accurate positioning of a catheter while 
minimizing the discomfort to the patient (Singh column 3, lines 50-51). 

31 . Claim 2 - The combination as described above teaches a urethral probe that 
allows multiple insertions, removals and manipulations of various surgical instruments 
(column 2, lines 6-8). 

32. Claim 3 - Singh teaches a urethral probe as described above as an elongated 
self-supporting tube (10) with a proximal end (16) and distal end (14) and a longitudinal 
lumen (18) (figures 2, 2A) to be introduced transurethral^ into the body of the patient 
(claim 6). 

33. Claim 4 - Singh teaches a urethral probe as described above having an 
elongated tubular body (10) with a central longitudinal lumen (18) (figure 2) of sufficient 
size to accommodate elongated surgical devices (claim 1) (column 12, lines 66-67; 
column 13, line 1). 

34. Claim 6 - Edwards et al. teaches a catheter tube drive means for moving said 
catheter tube within said catheter probe by using control tabs (192 and 194) located on 
the handle portion (180) of the device (figure 13)(column 13, lines 41-44). 

35. Claim 7 - Edwards discloses a flexible catheter tube (54)(column 9, lines 44-45) 
having a sharpened end (56)(figure 4) (column 7, lines 28-30). 
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36. Claims 1 1 and 12 - the urethral probe of Singh can be either a resilient, highly 
flexible material or a stiffer material (column 3, lines 64-67; column 4, lines 1-2). 

37. The combination of Edwards et al. and Singh as described above is obvious over 
claims 1, 2, 3, 4, 7, 11 and 12 and complies with the invocation of 35 USC 112 6 th 
paragraph as it shows an equivalent "means for delivering" since it performs the same 
function of delivering treatment to specific tissues within a body. 

38. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Edwards et al. and Singh as applied to claim 1 above, and further in 
view of Shiber (U.S. Patent No. 5135531). The combination of Edwards et al. and Singh 
teaches a flexible catheter but does not disclose a catheter probe drive means for its 
placement and adjustment. 

39. Claim 5 - the flexible catheter of Shiber can be advanced and rotated (column 3, 
lines 64-65) using a drive means (column 4, lines 40-46). 

40. In views of the teachings of Shiber, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to use a drive means to 
position and reposition a catheter or tube, as described by the combination of Edwards 
et al. and Singh above, to reduce human error and increase the accuracy of positioning 
the device within the patient when compared to traditional manual methods as the drive 
means can be controlled by a computer or electronic device. 
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41. Claims 8-10, 18 and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the combination of Edwards et al. and Singh as applied to claims 1 
and 7, and further in view of Kindlein et al. (U.S. Patent 6454696 B1). The combination 
of Edwards et al. and Singh teaches the use of a catheter delivery device to deliver 
treatment to a particular location within the body but does not disclose a wire means to 
load the catheter delivery device and drive the treatment through the catheter into the 
tissue. 

42. Claim 8 - Kindlein et al. (U.S. Patent 6454696 B1 ) teaches a delivery method 
comprising at least one wire (132)(figure 12) having a distal end (column 5, lines 12-14) 
and a proximal end; and at least one energy emitting source (claim 1) to be inserted by 
means of said proximal end of said wire through said catheter tube (10)(figure 1) 
towards said location to be treated (column 5, lines 19-21). 

43. Claim 9 - the apparatus of Kindlein et al. (U.S. Patent 6454696 B1 ) as described 
above comprises a means for inserting said energy source within the catheter tube 
(claim 19). 

44. Claim 10 - Kindlein et al. (U.S. Patent 6454696 B1) teaches a means for 
delivering comprising a wire drive means for moving a wire together with an energy- 
emitting source through a catheter (claims 1 and 20). 

45. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the catheter delivery device of the combination of 
Edwards et al. and Singh, with a wire drive means to deliver an energy source, in view 
of the teachings of Kindlein et al. (U.S. Patent 6454696 B1) to eliminate the many 
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specialized and delicate tasks involved with performing this method manually, and to 
increase the accuracy in the placement of the treatment (column 1 , lines 30-34). 

46. Furthermore, the combination of Edwards et al. and Singh as described above 
does not disclose a method using a computer and treatment plan by which the delivery 
device is controlled. 

47. Claim 1 8 - Kindlein et al. (U.S. Patent 6454696 B1 ) teaches that the location 
within the tissue to be treated is monitored and controlled by a computer program 
(column 1, lines 38-40) according to planning information delivered by imaging means 
(7)(figure 1)(column 2, lines 43-49). 

48. Claim 19 - Kindlein et al. (U.S. Patent 6454696 B1) teaches a control means 
(12)(figure 1)(column 4, lines 25-30) for delivering treatment to the tissue comprising 
imaging means (7)(figure 1)(column 2, lines 43-49) and at least one computer planning 
treatment system (12a)(figure 1)(column 1, lines 38-40). 

49. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to control the device as described above, in view of the teachings 
of Kindlein et al. (U.S. Patent 6454696 B1), using a computer program in combination 
with a treatment plan to administer treatment to a patient because it eliminates human 
error and increases efficiency (column 1, lines 30-34). 

50. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Edwards et al. (U.S. Patent No. 5536240) and Jagpal (U.S. Patent No. 
5257979) and further in view Webster (U.S. Patent No. 5569220). 
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51 . Edwards at al. teaches a catheter probe (1 82), having an elongated body with a 
circumferential surface, a distal end (186) and a proximal end (182), said elongated 
body of said catheter probe (184) (figure 13) having a longitudinal bore extending from 
said distal end towards at least one outlet opening (216) (figure 6) present in said 
circumferential surface near said proximal end (column 7, lines 19 - 29); a catheter tube 
(54) (figure 4) having a distal end and a proximal sharp end (56)(figure 5)(column 7, 
lines 29-30), which catheter tube is to be inserted with its proximal sharp end through 
said longitudinal bore of said elongated body, said outlet opening and through said 
urethral wall towards at least one desired location within the prostate to be treated 
(column 20, lines 39-52). Edwards et al. teaches a catheter probe as described above 
but does not teach the use of a urethral probe. 

52. Jagpal teaches a urethral probe (70)(figure 5)(column 12, lines 16-17) with a 
lumen (76) through which a catheter probe is movable accommodated within (column 
10, lines 17-21). 

53. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the urethral probe of Jagpal with the catheter device of 
Edwards et al. to allow repositioning of a catheter (column 5, lines 33-34), to reduce risk 
to the patient (column 12, lines 22-23). While Jagpal teaches a urethral probe through 
which devices may be inserted to treat tissues within the body, it does not disclose the 
nature of the material from which the urethral probe is made. 

54. Claim 13 - Webster (U.S. Patent No. 5569220) teaches the use of a flexible 
catheter with reinforced mesh (column 2, lines 7-10). Merriam-Webster Online 
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Dictionary teaches the term "grating" to mean a partition or covering of parallel or 
crossed bars. Compact's Oxford Dictionary defines "mesh" as material made of a 
network of wire or thread. Therefore the examiner is taking the term mesh to mean a 
grating of a plurality of filaments. 

55. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to reinforce the sheath of Jagpal for use with the delivery catheter 
of Edwards et al., as described above, with the mesh of Webster (U.S. Patent No. 
5569220) to provide high torsional stiffness with increased flexibility (column 1 , lines 56- 
58). This combination improves the control over placement of the device within the body 
(column 1, line 56) and provides tissue protection while increasing the ease of 
manipulation of devices within the lumen. 

56. Claims 14, 15, 16 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the combination of Edwards et al., Japgal and Webster as applied to 
claim 13 above, and further in view of Tiller et al. (PGPUB US 2003/0091641 A1). 

57. The delivery device as taught by the combination of Edwards et al., Japgal and 
Webster includes a delivery catheter comprising a catheter probe, a urethral probe and 
a sheath made of a grating of a plurality of filaments but does not disclose specific types 
of materials or coatings. 

58. Tiller et al. teaches that medical devices can be made of and coated with a 
variety of materials, including metals, polymers and bioabsorbable materials. Medical 
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devices, including urinary catheters, are prone to biofilm formation on their surfaces 
([0181]). 

59. Claim 14 - Tiller et al. teaches that medical devices can be made of polymers 
([0060]) and materials considered to be bioabsorbable ([0162]). 

60. Claim 1 5 - Tiller et al. teaches that medical devices can be made of metals 
([0060]). 

61 . Claim 16 - Tiller et al. teaches coating of medical devices with tissue friendly 
coatings including polymers ([0052]). 

62. Claim 17 - Tiller et al. teaches coating of medical devices with polyurethanes 
([0052]). 

63. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to manufacture the device as described by Edwards et al., Singh 
and Japgal in view of the teachings of Tiller et al., using metal, polymers and/or a 
bioabsorbable material as these are common materials used in the art as well as 
materials which are able to be sterilized, therefore minimizing tissue damage and 
lowering the risk of infection ([0003]). 

64. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Edwards et al. and Singh as applied to claim 1 above, and 
further in view of Bradshaw et al. (U.S. Patent No. 5139473). The device taught by the 
combination of Edwards et al. and Singh includes a catheter delivery device and a 
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sheath but does not disclose the use of a computer or electronic system to deliver 
treatment to the patient. 

65. Claim 20 - Bradshaw et al. teaches the use of a radioactive energy sources in 
common medical procedure using guide tubes, including catheters, and wire drive 
means (column 17, claim 1). 

66. Claim 21 - the energy sources of Bradshaw et al. are high dose rate sources 
(column 1, lines 38 -47). 

67. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use the device as described above by the combination of 
Edwards et al. and Singh, in view of the teachings of Bradshaw et al., to administer a 
treatment using a high dose rate source and to control the delivery via a computer. 
Bradshaw discloses that other radiation treatments have disadvantages including "long 
residency times and the requirement for surgical implantation and removal, the latter 
with its attendant trauma to adjacent normal tissue" (column 1, lines 34-36). In 
comparison, Bradshaw states that the "significant offsetting advantage of (using high 
dose rate sources as) a treatment regime is its extreme speed" taking "only a few 
minutes" and "the patient carries no radioactive implants within him from the treatment 
center" (column 1, lines 44-47). When using high dose rate sources, it "cannot be 
openly handled or exposed to treatment facility doctors and personnel" and "even 
relatively short exposures may result in radiation burns" therefore it "must be conducted 
remotely" (column 1, lines 48-52). With respect to radiation treatments other than seed 
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implantation, the method of Bradshaw is a functional equivalent because it ablates the 
targeted tissue while leaving the surrounding tissue in tact. 

68. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Edwards et al. and Singh as applied to claim 1 above, and further in 
view of Hung et al. (U.S. Patent No. 6391026 B1). The device taught by the combination 
of Edwards et al. and Singh includes a catheter delivery device and a sheath but does 
not disclose the use of an antenna as an energy emitting source to emit radiowaves. 

69. Claim 22 - Hung et al. teaches a method using an energy emitting source (409) 
including an antenna (410) (column 7, lines 9-12, lines 24-26) emitting radiowaves 
(column 13, lines 44-46)(figure 8c). 

70. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use the catheter device as described by the combination of 
Edwards et al. and Singh above with the radiowave emitting antenna of Hung et al. 
because this is a controllable method of ablating tissue within the body while leaving 
other tissue in tact (column 5, lines 3-6). Hung discloses that "other energy forms could 
also be used, such as light, ultrasound, radiation, microwave energy, heat, cold, direct 
current, and the like" (Abstract). Therefore the method of Hung is functionally 
equivalent. 
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Conclusion 


Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sara Lustusky whose telephone number is (571) 272 
8965. The examiner can normally be reached on M-F: 9 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272 4940. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




